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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group J-surgical monofilament or braided 
sutures in the reply filed on January 4, 2007 is acknowledged. 

Claims 1-16 are pending in this application. Claims 2-10, 12, and 14-15 are 
withdrawn as being drawn to non-elected species. 

Priority 

Applicant's claim of priority to provisional application 60/120,392 filed on 
February 17, 1999 is acknowledged. 



Information Disclosure Statement 

Receipt of the Information Disclosure Statement filed on April 29, 2004 is 
acknowledged. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 11, 13, and 1 6 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 



which was not described in the specification in such a way as to enable one skilled in 
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the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. 

To be enabling, the specification of the patent application must teach those 
skilled in the art how to make and use the full scope of the claimed invention without 
undue experimentation. In re Wright, 999 F.2d 1557, 1561 (Fd. Cir. 1993). Explaining 
what is meant by "undue experimentation," the Federal Circuit has stated that: 

The test is not merely quantitative, since a considerable amount of 
experimentation is permissible, if it is merely routine, or if the specification 
in question provides a reasonable amount of guidance with respect to the 
direction in which experimentation should proceed to enable the 
determination of how to practice a desired embodiment of the claimed 
invention. PPG v. Guardian, 75 F.3d 1558, 1564 (Fed. Cir. 1996). 

The factors that may be considered in determining whether a disclosure would 
require undue experimentation are set forth by In re Wands, 8 USPQ2d 1400 (CAFC 
1988) at 1404 wherein, citing Ex parte Forman, 230 USPQ 546 (BdApIs 1986) at 547 
the court recited eight factors: 

1) the quantity of experimentation necessary, 

2) the amount of direction or guidance provided, 

3) the presence or absence of working examples, 

4) the nature of the invention, 

5) the state of the prior art, 
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6) the relative skill of those in the art, 

7) the predictability of the art, and 

8) the breadth of the claims. 

These factors are always applied against the background understanding that 
scope of enablement varies inversely with the degree of unpredictability involved. In re 
Fisher, 57 CCPA 1099, 1 108, 427 F.2d 833, 839, 166 USPQ 18, 24 (1970). Keeping 
that in mind, the Wands factors are relevant to the instant fact situation for the following 
reasons: 

1. The nature of the invention, state and predictability of the art, and relative 
skill of those in the art 

The invention relates to medicated sutures. The release molecularly dispersing 
active agents by dipping a non-porous filament or suture into a bath of an antimicrobial 
agent is very unpredictable. Applicants disclose a method of making the sutures 
antimicrobial by dipping the suture or monofilament into a bath comprising antimicrobial 
agents. It is the examiners position that a porous filament would allow for some of the 
solution to become embedded within the suture or filament. The suture or filament 
would further comprise an additional layer of antimicrobial agent on the outside or the 
article as the filament or suture was removed from the bath. 
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2. The breadth of the claims 

The claims vary in breadth, some (such as claim 1) vary broadly, reciting the 
preparation of antimicrobial, synthetic, polymeric, medical devices having specific 
release profiles of an active agent. Others, such as claim 1 3, are narrower, reciting a 
specific medical device. All, however, are extremely broad insofar as they disclose the 
medical device must comply with first order and zero order kinetics for release profiles. 

3. The amount of direction or guidance provided and the presence or 
absence of working examples 

The specification provides no direction or guidance for determining the particular 
concentration gradients and release profiles of the sutures embedded with the 
antimicrobial agent. The working examples are limited to very general methods of 
making and measuring activity, however, applicant has not provided any results of the 
disclosed general methods. Thus, the applicant at best has provided only basic, 
general direction or guidance for the preparation of the sutures. No reasonably specific 
guidance is provided concerning how the release parameters of the antimicrobial agent 
are measured. 



4. The Quantity of experimentation necessary 
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Because of the known unpredictability of the art (as discussed supra) and 
in the absence of experimental evidence commensurate in scope with the claims, the 
skilled artisan would not accept the assertion that the instantly claimed sutures would 
release active agents displaying first order or zero order kinetics could be predictably 
used as the methods of making the sutures as inferred in the claims and contemplated 
by the specification. Accordingly, the instant claims do not comply with the enablement 
requirement of 35 U.S.C. 112, first paragraph, since to practice the claimed invention a 
person of ordinary skill in the art would have to engage in undue experimentation, with 
no assurance of success. 

The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. . 

Claims 1,11,13, and 16 are rejected under 35 U.S.C. § 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter, which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

The claims are drawn to an antimicrobial, synthetic, polymeric, medical device. 
The device, as described in the specification, can include monofilament sutures. Thus, 
the instant claims are drawn to antimicrobial sutures of a genus of medical devices in 
which the antimicrobial agents placement defined only by biological activity. 
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To provide adequate written description and evidence of possession of a claimed 
genus, the specification must provide sufficient distinguishing identifying characteristics 
of the genus. The factors to be considered include disclosure of the complete or partial 
structure, physical and/or chemical properties, functional characteristics, 
structure/function correlation, methods of making the claimed product, or any 
combination thereof. In this case, the only factor present is that physical or chemical 
properties. There is no description of structural characteristics are required to retain 
biological activity. Accordingly, in the absence of sufficient recitation of distinguishing 
characteristics, the specification does not provide adequate written description of the 
claimed genus. 

Vas-Cath, Inc. v. Mahurkar, 19USPQ2d 111, clearly states, "applicant must 
convey with reasonable ciarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed." (See page 1 117) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." ' (See Vas-Cath at page 1116). As discussed 
supra, the skilled artisan cannot envision the detailed chemical structure of the 
encompassed genus of sutures, and therefore conception is not achieved until reduction 
to practice has occurred, regardless of the complexity or simplicity of the method of 
isolation or synthesis. Adequate written description requires more than a mere 
statement that it is part of the invention and reference to a potential method of isolating 
or synthesizing it. The compound itself is required. See Fiers v. Revel, 25 USPQ2d 
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1601 at 1606 (CAFC 1993) and Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 
USPQ2d 1016. 

Therefore, only the inclusion of an antimicrobial agent being present, but not the 
full breadth of the claims, meets the written description provision of 35 U.S.C. § 112, 
first paragraph. Applicant is reminded that Vas-Cath makes it clear that the written 
description provision of 35 U.S.C. § 1 12 is severable from its enablement provision (see 
Vas-Cath at page 1115). See also In re Barker, 559 F.2d 588, 591, 194 USPQ 470, 
472 (CCPA 1977) (a specification may be sufficient to enable one skilled in the art to 
make and use the invention, but still fail to comply with the written description 
requirement). 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 , 1 1 , 13, 16 rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 recites "preferentially within the surface". It is unclear exactly where the 
active agent is located. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 1 1, 13, and 16 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Modak et al. (US Patent 5,772,640). 

Modak discloses polymeric medical articles comprising chlorhexidine and 
triclosan (abstract). Medical articles include sutures (column 3, lines 10-16). Treatment 
solutions comprise 0.5 to 5% of triclosan are used to dip the polymer into (column 3, 
lines 22-27). Modak discloses "a hydrophilic polymeric medical article (i.e., a medical 
article fabricated from a hydrophilic polymer) treated by dipping or soaking the article in 
a treatment solution of a hydrophilic polymer comprising chlorhexidine and triclosan. 
The terms "treat", "treated", refer to coating, impregnating, or coating and impregnating 
a medical article with polymer/anti-infective agent (Column 3, lines 47-57). It is the 
examiners position that since the sutures comprise the same amounts of antimicrobial 
agents present and applied in the same manner as disclosed in the instant specification, 
the sutures would be capable of a sustained release of the active agents for at least one 
week. 

Claims 1 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Haynes et al. (US Patent 5,660,854). 

Haynes discloses "A surgical implant or external wound dressing which functions 
as both a hemostat and a device to safely and effectively deliver any of a number of 
pharmaceuticals to targeted tissue at a controlled rate. The device generally comprises 
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a carrier in the form of fibers and sutures (abstract). Haynes discloses suitable 
pharmaceuticals can include benzalkonium chloride (column 6, lines 57-64). 

Haynes discloses the addition of an adjuvant, which aids the incorporation of the 
drug micro particles in the carrier material by at least one of two mechanisms: (a) by 
simultaneously coating the drug micro particles and the fibers of the carrier material to 
promote their association, and/or (b) by aiding in the entrapment of drug micro particles 
between fibers of the carrier material while the two are being subjected to physical or 
physico-chemical manipulations (not forming covalent chemical bonds) (Column 7, lines 
3-15). It is the examiners position that this would include impregnating the fibers with 
the antimicrobial agent. 

Conclusion 

No claims are allowable.Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Melissa S. Mercier whose 
telephone number is (571 ) 272-9039. The examiner can normally be reached on 
7:30am-4pm Mon through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 





MSMercier 



-.i£muui S. Kisftore, PhD 
' i inary Examiner 



